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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY;:; 
c? WASHINGTON, 20460 

OFFICE OF
Mr. Sam Ghantous PREVENTION, PESTICIDES AND 

Director of Operations TOXIC SUBSTANCES 

PMC Specialties Group, Inc. 
501 Murray Road 
Cincinnati, OH 45217-1014 

Dear Mr. Ghantous: 

Thank you for your letter dated December to the Administrator, U. S. 
Environmental Protection Agency (EPA), regarding EPA’s High Production Volume 
Challenge Program. In your letter, you discussed difficulties regarding the continued 
sponsorship of CAS No. 134-20-3 by PMC Specialties Group, Inc. (PMCSG) within the 
Challenge Program as well as your ongoing objections to the inclusion of this chemical on the 
HPV Challenge Program Chemical List. Your company and its subsidiary, Cincinnati 
Specialties, Inc., have presented arguments regarding the latter issue to EPA in the past. The 
Agency will address both of these matters in our reply. 

First, you indicated in your letter that PMCSG is presently unable to undertake the data 
gathering and data generation steps required for honoring your commitment for CAS No. 
134-20-3 under the HPV Challenge Program due to economic conditions, primarily competition 
from foreign producers of your products. Since PMCSG is the only domestic manufacturer of 
CAS No. 134-20-3, you stated that your company would be at a competitive disadvantage in 
relation to foreign competitors if PMCSG were to undertake alone the costs of compiling 
existing data and conducting new testing for this chemical under the U.S. program. In addition, 
you said that you would be at a further disadvantage since no safeguards exist under the HPV 
Challenge Program to protect your company from the subsequent free use of this chemical data 
by foreign competition once it is collected and publicly released. However, you did state that 
PMCSG is open to joining an international testing program where the cost of compiling existing 
data and conducting any new testing for CAS No. 134-20-3 could be shared by all international 
producers and importers. 

EPA recognizes claim of financial concerns if your company were to fulfill 
your commitment to collect and submit information for CAS No. 134-20-3 under the U.S. HPV 
Challenge Program. If you are unable to participate in the Challenge Program due to such 
constraints and must therefore formally withdraw your commitment to sponsor this substance 
under the Program, please indicate this decision in a formal reply to EPA so that the Agency can 
appropriately document this sponsorship withdrawal. If PMCSG would like to participate in an 
international testing program, one option for your company is to nominate CAS No. 134-20-3 as 
a U.S. contribution to the Organization for Economic Cooperation and Development (OECD) 
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HPV Screening Information Data Set (SIDS) program. In this program, OECD member 
countries, along with the chemical industry, share the burden of collecting information, carrying 
out testing, and assessing the results for HPV chemicals that they produce or import in order to 
determine whether there is a need to undertake further work to clarify manage the 
potential risks of these chemicals. A second option for participating in an international testing 
program is for PMCSG to become a sponsor of CAS No. 134-20-3 under the International 
Council of Chemical Associations (ICCA) HPV Initiative. In the ICCA HPV Initiative, prime 
responsibility for collecting hazard information and conducting any additional tests needed to 
supplement this information lies with the companies producing HPV chemicals. Companies 
either commit to lead the work for a specific HPV substance or category of substances or commit 
to co-sponsor the work through an international consortium, whereby members share the costs of 
data gathering, testing, and drafting hazard assessments. Please note that any HPV chemicals 
handled under the OECD HPV SIDS Program need not be addressed under the HPV Challenge 
Program and any chemicals sponsored under the ICCA HPV Initiative are considered to be 
sponsored in the Challenge Program. 

In regards to your second issue, you stated that PMCSG has continued objections to the 
inclusion of CAS No. 134-20-3 on the HPV Challenge Program Chemical List, which is a matter 
you have raised to the Agency in the past. EPA has reviewed your present letter and all past 
correspondence with your company and its subsidiary, Cincinnati Specialties, Inc., concerning 
this matter. The Agency stands by its reply sent on November 18, 1999, regarding your initial 
request made on October for the removal of CAS No. 134-20-3 from the HPV 
Challenge Program Chemical List. Specifically, EPA’s policy continues to assert that if a 
chemical has been approved for use by another Federal agency or program this action does not in 
and of itself support an exemption for that substance the HPV Challenge Program. The 
Agency’s position continues to be that chemicals tested and approved by another Federal agency 
or program may contain data gaps in areas that may not be germane to other regulated uses (e.g., 
environmental fate and environmental toxicity), but that are germane to EPA concerns under the 
HPV Challenge Program. Furthermore, exposure scenarios may be different from those 
considered in a review by another Federal agency or program and may have the potential to 
cause adverse impacts on health or the environment. In addition, data supporting the regulated 
use of chemicals reviewed by other Federal agencies or programs may not be publicly available 
because of confidentiality claims. A manufacturer that submits data under one program, 
however, could submit that same information to EPA through the HPV Challenge Program in the 
form of robust summaries and thereby allow this data to become public. 

If your company wishes to maintain your original commitment to sponsor and submit 
data for CAS No. 134-20-3 under the HPV Challenge Program, guidance on the development of 
robust summaries of pertinent hazard data and the submission of these summaries in adherence 
to Challenge Program procedures is available at 
Providing these summaries along with the submission of other outlined components (i.e., full 
citations of published studies, any requested copies of unpublished studies, and a test plan) will 
allow EPA to consider your commitment for CAS No. 134-20-3 under the Challenge Program 
complete. Furthermore, please note that if CAS No. 134-20-3 is as well-tested as PMCSG 
contends, your analysis of existing data may indicate that no additional testing is required. In 
your test plan, you can present the existing data and make a case for its adequacy following the 
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guidelines posted at If the data is considered adequate, 
sponsorship may be considered complete without any further chemical testing. 

We will post your letter, accompanied by our reply, on the as soon as 
possible. Should you have any questions pertaining to this response, please contact Diane 
Sheridan at (202) 8176. If you have general questions concerning the HPV Challenge 
Program, please submit them through the comment button or through the 
TSCA Assistance Information Service (TSCA Hotline) at (202) 554-1404. The TSCA Hotline 
can also be reached via at sca-hotline@ena.nov. 

Sincerely, 

Control Division 

cc: AR-201 

mailto:tsca-hotline@ena.nov
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Administrator 
U.S. Environmental Protection Agency 

 box 1473 
Virginia 22 116 

Right-to-Know Program 

Re: HPV Challenge Program 

Dear Administrator: 

. Acid, methyl ester
 . . 

Common Names: 
Methyl 

In the past, PMCSG had presented its arguments and continues to do so regarding the inclusion of Methyl 
Anthranilate (MA, CAS on the chemicals list. There seems to little reason for this 
chemical to remain on the Program list. Its safety has thoroughly evaluated and 
documented by least agencies. In. addition to its use as a chemical intermediate for food 
additive products, is used ‘food as artificial grape flavoring MA is ‘in the list of 
“Substances Generally Recognized as under 21 CFR 182.60 and 21 582.60. Certainly the 
Federal Government has reviewed the safety of this material for use in food. 

MA is also the active ingredient in the pesticide product which is a bird aversion product. Its 
toxicity, environmental fate and other required parameters have been thoroughly scrutinized for MA to be 
approved as a pesticide. The federal regulations for pesticide chemicals list MA as “Exemption from 
Tolerance” in food (40 CFR 180). .  .  

The HPV Challenge Program encourages U.S. companies to support the listed chemicals that they 
produce, but offers no protection’against the use of the compiled and newly developed data under the 
program PMCSG,. with various raised 

for consideration and resolution in the past few but no was 
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PMCSG is the only domestic manufacturer of MA and faces direct competition in the manufacture of this 
material from foreign competitors. Without some proprietary protection for the development of 
required data, PMCSG is placed at a competitive disadvantage despite its desire to support U.S. EPA’s 
efforts. Moreover, current economic conditions within the company, primarily competition from 
foreign producers of its products, especially MA, prevents PMCSG from being able to undertake the data 
gathering and data generation requirement of the HPV Challenge Program. 

PMCSG though remains open to joining any international testing program. We feel that the international 
testing program levels the playing field for all international producers importers and competitors to share 
in the cost of compiling existing data, developing testing plan and conducting any additional tests as 
needed for MA. In the meantime, If you have any questions on this matter, please feel to contact me 
by mail or by phone at (5 13) 242-3300. 

Sincerely, 

Sam Ghantous 
of Operations 

PMC Specialties Group, Inc. 

cc :  Michael Buchanan 
PMC 
HPV File’ 
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October $1999 

Mr. Charles 
of Pollution Prevention 

US Environmental Protection Agency 
401 M Streets, SW

Washington, DC 20460


Reference: De-listing of an HPV chemical

Acid, Methyl Ester or Methyl Anfhranilate (CAS 134203)


Dear Mr. Auer: . . 

Cincinnati Specialties, LLC is requesting that Methyl (MA) be de-listed 
from the High Production (HPV) testing programs. This request is based on the 
following: . 

MA is a biochemical that is recognized by the US Food and Drug, 
Administration as being Recognized as Safe (21 182.60) (refer to 
Attachment 1). 

For over the past 20 years, MA has been used in foods at concentrations of 
(refer to Attachment 2). . 

Synthetic MA is a Food Grade Material that exceeds Food 
Specifications (refer to Attachment 3). 

4. MA is 	 used as the active ingredient in several bird repellents that are 
registered by the US EPA (EPA Reg. No. for the active ingredient). Further, 
on April 26.1995, the US EPA determined that MA was exempt from the 
requirements of a tolerance for blueberries, cherries, and grapes (60 FR 
To support these registration actions, extensive environmental, and 

testing has been on this chemical. This data has been submitted to and 
reviewed by the US EPA Pesticide Programs (refer to Attachment 4 for 
copy of the the exemption from and a listing of the studies submitted). 

Since MA is currently by two Federal agencies, it appears that including it in the 
testing program would be duplication of efforts. Further, MA has toxicological concerns 

illustrated by granting of the exemption from For these reasons, we are 
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October 

Mr. Charles Auer , 
Office of Pollution Prevention & Toxics . .  .  
US Environmental Protection Agency . 
401 M Streets, SW .  .
Washington, DC 

Reference: of an HPV chemical 
Acid, Methyl Ester or Methyl (CAS 

Dear Mr. . 

Cincinnati Specialties, LLC is that Methyl (MA) be de-listed 
from the High Production Volume testing programs. This request is based on the 
following: . .  

MA is a biochemical that is recognized by the Food and Drug, 
Administration as being Recognized as Safe (21 CFR (refer to 
Attachment 1). 

2. For over the past 20 years, MA has been used in foods at concentrations of 2200 	
(refer to Attachment 2). . 

Synthetic MA is a Food Grade Material that exceeds Food Chemical Codex 
Specifications (refer to Attachment 3). 

4. MA is 	 used as the active in several bird that 
by the US EPA (EPA Reg. No. for the active ingredient). Further, 

on April the US EPA determined that MA was exempt from the 
requirements of a tolerance for and grapes (60 FR 
To support these actions, extensive environmen tai, and 

testing has been on this chemical. This data has been submitted to and 
reviewed by the US EPA Pesticide Programs (refer to Attachment 4 fur a. copy of the the exemption from tolerance, and a listing of the studies submitted), 

Since MA is currently by two Federal agencies, it appears that including it in the 
testing program would be a duplication of efforts. Further, MA has Iow toxicoiogical  concerns 

illustrated by granting of the exemption from these reasons, we are 
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